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DETAILED ACTION 

Election/Restrictions 

Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions which 
are not so linked as to form a single general inventive concept under PCT Rule 13.1 . 

In accordance with 37 CFR 1 .499, applicant is required, in reply to this action, to 
elect a single invention to which the claims must be restricted. 

Group I, claim(s) 1-23 and 28-47, drawn to a method of identifying one or more tools for 
physiological analysis comprising selecting a first partitioning as a tool for determining 
physiological conditions or selecting a species of the mixture as a marker. It Group I is 
elected, then the below species elections are also required. 

Group II, claim(s) 24-26, drawn to a method for determining a physiological condition of 
a biological system comprising determining interactions between species and phases in 
the mixtures. 

Group III, claim(s) 27, drawn to determining a physiological condition of a biological 
system by determining a difference between at least a first marker of a sample from the 
biological system and a corresponding marker representative of a reference condition of 
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the biological system, without knowledge of the chemical or biological identity of the first 
marker. 

The inventions listed as Groups I, II, and III do not relate to a single general inventive 
concept under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or 
corresponding special technical features for the following reasons: 

The inventions listed as Groups do not relate to a single general inventive 
concept under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or 
corresponding special technical features for the following reasons: 

The method of determining a physiological condition of a biological system by 
determining a difference between at least a first marker of a sample from the biological 
system and a corresponding marker representative of a reference condition of the 
biological system, without knowledge of the chemical or biological identity of the first 
marker (i.e. claim 27 of Group III) is not the contribution over the prior art. It is 
suggested by references determining physiological conditions from comparing a known 
reference marker to an unknown sample (see for example, the diagnoses of ALL type 
leukemia in figures throughout Hunger et al. [Blood, volume 77, pages 687-693, 1991] 
comparing reference markers to unknown samples). Therefore, the lack of unity is 
present because the linking technical feature is not a "special technical feature" as 
defined by PCT Rule 13.2. 
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If Group I is chosen the following TWO species elections are required: 

(Applicant must choose a species from each of the two categories.) 

This application contains claims directed to more than one species of the generic 
invention. These species are deemed to lack unity of invention because they are not so 
linked as to form a single general inventive concept under PCT Rule 13.1 . 

The species are as follows: 

Category 1 : Timing (claims 7-8) 

Species 1-A: samples are taken from the organism at the same time (claim 7) 
Species 1-B: samples are taken from the organism at different times (claim 8) 

Category 2: a first AND second interacting component (claims 39-43); i.e. 
applicant must elect a species for EACH component 
Species 2-A: a polymer (claim 39) 
Species 2-B: a salt (claim 40) 
Species 2-C: a surfactant (claim 41) 

Applicant is required, in reply to this action, to elect a single species from EACH 
of categories 1 and 2; and must elect a species for EACH component from category 2, 
to which the claims shall be restricted if no generic claim is finally held to be allowable. 
The reply must also identify the claims readable on the elected species, including any 
claims subsequently added. An argument that a claim is allowable or that all claims are 
generic is considered non-responsive unless accompanied by an election. 
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Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which are written in dependent form or otherwise include 
all the limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims 
are added after the election, applicant must indicate which are readable upon the 
elected species. MPEP § 809.02(a). 

The species listed above do not relate to a single general inventive concept 
under PCT Rule 13.1 because, under PCT Rule 13.2, the species lack the same or 
corresponding special technical features for the following reasons: With regards to 
Category 1 , each species is unique without sharing a special technical feature. With 
regards to Category 2, each interacting component is a unique physically different 
special technical feature. 

Restriction for examination purposes as indicated is proper because all these 
inventions listed in this action are independent or distinct for the reasons given above 
and there would be a serious search and examination burden if restriction were not 
required because one or more of the following reasons apply: 

(a) the inventions have acquired a separate status in the art in view of their 

different classification; 

(b) the inventions have acquired a separate status in the art due to their 

recognized divergent subject matter; 
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(c) the inventions require a different field of search (for example, searching 

different classes/subclasses or electronic resources, or employing different 
search queries); 

(d) the prior art applicable to one invention would not likely be applicable to 

another invention; 

(e) the inventions are likely to raise different non-prior art issues under 35 U.S.C. 

101 and/or 35 U.S.C. 112, first paragraph. 

Applicant is advised that the reply to this requirement to be complete must 
include (i) an election of a invention to be examined even though the requirement 
may be traversed (37 CFR 1 .143) and (ii) identification of the claims encompassing 
the elected invention. 

The election of an invention may be made with or without traverse. To reserve a 
right to petition, the election must be made with traverse. If the reply does not distinctly 
and specifically point out supposed errors in the restriction requirement, the election 
shall be treated as an election without traverse. Traversal must be presented at the time 
of election in order to be considered timely. Failure to timely traverse the requirement 
will result in the loss of right to petition under 37 CFR 1 .144. If claims are added after 
the election, applicant must indicate which of these claims are readable on the elected 
invention. 

If claims are added after the election, applicant must indicate which of these 
claims are readable upon the elected invention. 
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Should applicant traverse on the ground that the inventions are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the inventions to be obvious variants or clearly admit on the record that this is 
the case. In either instance, if the examiner finds one of the inventions unpatentable 
over the prior art, the evidence or admission may be used in a rejection under 35 U.S.C. 
1 03(a) of the other invention. 

Papers related to this application may be submitted to Technical Center 1600 by 
facsimile transmission. Papers should be faxed to Technical Center 1600 via the 
central PTO Fax Center. The faxing of such pages must conform with the notices 
published in the Official Gazette, 1096 OG 30 (November 15, 1988), 1156 OG 61 
(November 16,1 993), and 1 1 57 OG 94 (December 28, 1 993)(See 37 CFR § 1 .6(d)). 
The Central PTO Fax Center Number is (571 ) 273-8300. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Russell Negin, Ph.D., whose telephone number is (571) 
272-1083. The examiner can normally be reached on Monday-Friday from 7am to 4pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
Supervisor, Marjorie Moran, Supervisory Patent Examiner, can be reached at (571) 
272-0720. 
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Information regarding the status of the application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information on the PAIR system, contact the Electronic Business Center 
(EBC) at 866-217-9197 (toll-free). 

/RSN/ 

Russell S. Negin, Ph.D. 
15 October 2008 



/Marjorie Moran/ 

Supervisory Patent Examiner, Art Unit 1631 



